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Direktiv (2011:62) om forfalskade lakemedel

Sakerhetsdetaljer
PC: 09876543210982

- Sé!(erhetsfbrsegling SN: 12345AZRQF1234567890
- Unik 2D-kod Batch: A1C2E3G4I5
EXP: 180531

Regler vid nathandel
— Reglerna i mottagarlandet galler B
==

— Krav pa logga vid nathandel
mmm Klicka har for

Indragningar att kontrollera
——————— om webbplatsen
— System for indragningar ar laglig

— Snabblarm (Rapid Alerts)




WHO:s terminologi

Substandard
« Uppfyller inte kvalitetskraven

Substandard
Unlicensed

* Ejutvarderade och godkanda

Unlicensed

Falsified

Falsified
« Avsiktlig oriktig beteckning.

Counterfeit

» Brott mot upphovsrétten.




Svensk lagstiftning

Forfalskat lakemedel

Oriktig beteckning avseende:
— identitet
— ursprung
— historia

Straffbestammelser

Olagligt att exempelvis:

— tillverka lakemedel utan tillstand

— salja lakemedel som inte ar godkant
— forfalska dokument




Ur ett globalt perspektiv

Table 7: Aggregate observed failure rate estimates by World Bank country classification by income level for
LMICs

World Bank country Samples tested Failed samples

Percentage failure rate
(95% Cl)

10.5 (9.9-11.0)
10.6 (10.3-10.9)

classification by income level
Low income countries 11156 1166

Middle income countries 36 884 3906

A study on the public health and socioeconomic impact of substandard and falsified medical products. Geneva: World Health
Organization; 2017. Licence: CC BY-NC-SA 3.0 IGO.
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Exempel paldkemedelsgrupper

TABLE 1: EXAMPLES OF SUBSTANDARD AND FALSIFIED PRODUCTS REPORTED TO THE GSMS (2013-2017)

Type of product Number of Member Total no. of product Percentage of all
States reporting reports products reported to
database ?

Anaesthetics and painkillers 8.5
Antibiotics 244 16.9
(Cancer medicines 6.8

Contraception and fertility treatments _— 2.0
Diabetes medicines _ 0.8
Heart medicines = 5.1
HIV/hepatitis medicines _ 2.9
Lifestyle products® _— 8.5
Malaria medicines 26 286 19.6

Since only selected products are reported in this table, the percentages in this column do not add up to 100%. A table showing the breakdown of all reports
using the anatomical therapeutic chemical classification is provided in the Annex.

b So-called lifestyle products include products for cosmetic use, erectile dysfunction, body-building and dieting.

A study on the public health and socioeconomic impact of substandard and falsified medical products. Geneva: World Health
Organization; 2017. Licence: CC BY-NC-SA 3.0 IGO.
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Antal incidenter globalt

Kalla: Pharmaceutical Security Institute
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Modus operandi

Exempel

Stolder av utomstaende.
Interna stolder inom legala kedjan.
Aterfyller gamla foérpackingar.

Egen tillverkning.

Spader ut originallakemedel.
Forfalskar forpackningar.
Avledning till fel marknad.
Forfalskar dokument.
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Forfalskade lakemedel | legala kedjan

Sverige

— Ett fatal fall de senaste decenniet.
— Aldrig ut till patient.

Partihandel

Ett fall 2017.
. oo . oo !mageofCeniﬁcatc0fAnalysisprovidcd-diﬂ‘erenccs noted
Forfalskad forpackning/certifikat. e
. [°] . [o] . o o ° ate of manufacture reported as 04 October 2014. Genuine
Otillaten import fran Serbien med pastatt o i e
ursprung i Bulgarien.
Saldes vidare till tysk partihandlare

Indragning i Tyskland pa patientniva




Olagligheter pa apotek

Sverige

Lakemedelsverket

Ett par fall de senaste aren.

Apotekare haktad -
misstanks for
knarkbrott

Lakemedelsverket har stangt ner tva
apotek p.g.a. olagliga handel med
narkotiska lakemedel.

Apotekschef salde likemedel -
frantogs legitimation

Apotekschefen tog narkotikaklassade likemedel som skulle férstéras och salde
dem vidare. Nu ~ Gavi

Jl{potekschef haktad for
grovt narkotikabrott
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Fusk med ersattning

Ej inom formanen om for estetisk
behandling.

Lakare missbrukar att forskriva for

medicinsk behandling.

Dom 2021 mot lakare for osant
intygande.

— Skadestand 500 000 kr.
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E-handel med lakemedel

pd frdgan

Vilka typer av fysiska varor har du e-handlat under de senaste 30
dagarna?

Q1 Q2 Q3 Q4 01 G2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2

@Somtigosvor @ 18-294r @30-4946¢ @ 50644r @ 6579 br

Kalla: E-barometern, sep 2021
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Olagliga internetapotek

Sverige Online

+1 (800) 532 4808 (US toll f
+1 (718) 475 9808

Internetapotek riktade till svenska
konsumenter anmalda till Interpol:

BASTSALIARE

Kategorilista Specialerbjudanden

Alkoholism

2019: 286 st
2020: 384 st

Allergi
Alzheimers Och Parkinsons -
Vitsord
Analgetika -
g s Place'an order! Get‘a'gift! Mor =

God morgon:

et generiska
Antidej ntat, det

Antibiotika

Antiepileptika Bastsiljare

Antiinflammatorisk

8 bokstav:ABCDEFGHIJKLMNOPQRSTUVV
Antimykotika
— GENERISK VIAGRA ~ @meeswmmm  KR6.35
Sildenaf 3

Antiviraler PER PILLER

Artrit

Astma CIALIS [ p KR11.68
Tadalafil 10 n PER PILLER

Cancer

Diabetes

Diuretika \ [ < B KR13.69

Erektionsnedsattning PER PILLER

accompanied with primary

Fetma

Hjart-och Karlsjukdomar \ r KR18.09
. g PER PILLER
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Garagetillverkning

Bilder: Polismyndigheten
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Stolder genom inbrott

Figur 3. Antal polisanmalningar géllande stdld genom inbrott i apotek, apoteks- och ldkemedelsférrad i
Sverige under aren 1975-2020. Kélla: BRA
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Forfalskade covid-19-vaccin




Forfalskade medicintekniska produkter

PT A ~qlleskahea -{‘:‘IPSI-F!Z

Sverige

== -

< ; M e D ATTESTATION / CERTIFICATE
oved Délivrée & Paris o 28 mars 2019

DRIV LS Issuod in Paris on March 28, 2018

Ett flertal arenden med forfalskade

EC-certifikat upptackta under

pandem In. ATTESTATION CE / EC CERTIFICATE

Approbation du Systéme Complet dassurance Qualité/ Apovoval of full Qualty Assurance Sysfom
ANNEXE Il exciuant lo point 4 Directive 93/M2/CEE relative aux dispositifs médicaux
ANNEX I pxcluding section 4 Direclive 9342EEC concarming medical devices
Pour les dispositifs de classe lll. un certificat CE de conception est requis
For class Il devices, » EC design certificate is required

Fabricant / Manufacturer

Catégorle du(des) dispositifis) / Device(s) category
Respirators

3M 1860 N95 Particulate Respiratory Mask
3 Ply Earloop Surgical Face Mask
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Internethandel med ivermektin

e -

=

vermectin Tablets

— 17 321 forsandelser beslagtogs pa Irland.

— Fran fyra indiska tillverkare.
— Mestadels fran webbplatsen indiamart.com

3 Shchr ot ol § Satery of 7 Latdets each

Sverige

— Visst inflode via privatimport.
— Partihandlare har fatt férfragningar.




Operation Pangea X1V, 2021

Globalt

Arlig aktion mot internethandel med olagliga
lakemedel.

Mal att skydda folkhalsan.

Samordnas av Interpol.

Polisen, Tullen och Lakemedelsverket.
15 000 beslagtagna tabletter/kapslar
147 beslag

55 internetapotek anmalda




Operation Pangea X1V, 2021
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Forfalskade importerade lakemedel

fMianuractured by

Dosage As dlrected by the physician. COMBITIC GLOBAL CAPLET PVT. LTD.
Store ina cool & dry place. @ it e e
Protect from light Sonipat-131001, Hr. (India)

AZCBOTIC-500 AZOBOTIC-500 AZOBOTIC-500 AZOBOTIC-50

% Azithromycin Tablets IP
AZOBOT I c-500 Wlmlnsgc H?’:l::;:lg ‘;‘y’?‘:ull on

Each film coated tablet contains ; the prescription of a Registered
Azithromycin Dihydrate P Medicai Practitioner only.

eq. to Azithromycin (Anhydrous) 500 mg, Mfg. Lic. No.: 325-0SP (H)
Colour: Approved colour used in ¢oating. na it actured by: .
Dosage: As directed by the physmlln COIBITIC GLOBAL CAPLET PVT. LTD.

Store in & cool & dry,place:
Protec:ficm 1 light 5
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Forfalskade importerade lakemedel

§ IAWIE STV O W e BCH RS S O s
ch uncoated tablet contains: Storage : Store below 25°C,
pranolof HC! P 80 mg Protected from moisture

Mfg. Lic. No.: 325-OSP (H)
Appproved colour used Manufactured by:

Dosage: As directed by the physician.  COMBITIC GLOBAL CAPLET PVT. LTD.
r———.————'—“ {GMP & 1SO 9001:2008 Certified Company)
SCHEDULE 'H’ DRUG: Waming To be

18406010797178

)

| sold by retail . on the prescription of at M-18,1Dx2., D-3, ind. Afea,

Sonepat-131001, Hr. {India)

*Req'stere,d Medical Practitioner only. t Eowste} email ; sales@cgeaplet.com

P.JAN.201

.
:P.’

MFGFEB 2015

‘BHNOPRS-10
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Annan forsaljning

Forséaljningskanaler

— Oppna Internet
— Sociala media

— marknadsforing

— Oppen forsaljning

— inom privata grupper
— Darknet
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Vad kan vi gora at det?

Regulatoriska krav Lagstiftning
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Tack for uppmarksamheten!

Valkommen med fragor!

tomas.nilsson@lakemedelsverket.se
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